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Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)D Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
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Attachnnent(s) 

1 ) S Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Infomnation Disclosure Statement{s) (PTO/SB/08) 

Paper No{s)/Mail Date . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) O Notice of Informal Patent Application 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) 



OfTice Action Summary 



Part of Paper No./Mail Date 07272007 



Application/Control Number: 10/634,567 



Page 2 



Art Unit: 3763 

DETAILED ACTION 
Response to Amendment 

Examiner acl^nowledges tlie reply filed 7/18/2007 in which claims 28, 32-34, 38, 
and 50 were amended. Currently claims 1-28 and 31-50 are pending for examination in 
which claims 11-18 are withdrawn from a previous election restriction. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not Identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A fimely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attomey or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-28 and 31-59 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-64 of 
copending Application No. 10/635066. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because they claims are drawn to the 
same inventive aspect of the multi-beveled needle. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which fornis the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-8, 19-25, 28, and 31-47 are rejected under 35 U.S.C 103(a) as being 
unpatentable over Baldwin et al. (3,071 ,135) or Berke et al. (4,561 ,445). 

Regarding claims 1-8, 19-25, 28, and 31-47, Baldwin et al. discloses a needle 
cannula comprising a needle (10) with a plurality of planar bevels with different angles 
relative to the central axis, with a primary bevel (17), a pair of tip bevels (13), and a pair 
of middle bevels (12) located intermediate to said tip bevel and primary bevel (Figures 
1-3). 

Regarding claims 1-10, 19-25, 28, and 31-47, Berke et al. discloses a needle 
cannula with plurality of planar bevels (12, 1 1 , 22, 24, 34, 36) extending at different 
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angles relative to said central axis, including prinfiary bevel, pair of tip bevels, and a pair 
of middle bevels intermediate said primary bevel and said tip bevels (Figures 6-1 1 ). 

Baldwin et al. or Berke et al. meets the claim limitations as described above 
except for the specific needle diameters, materials, syringe barrel, bevel lengths and 
rotational angles. 

At the time of the invention it would have been obvious for one of ordinary skill in 
the art to modify either Baldwin or Berke et al. for use with a syringe and to have the 
specific angles and bevel lengths being chosen for either the planar angle, the rotational 
angle and bevel length because of routine experimentation, and further more, it would 
have taken only routine skill in the art to modify the teaches of Baldwin or Berke et al. to 
the angle, size and dimensions of the needle diameters of the claimed invention. 
Furthermore, there is no specific criticality or unexpected result being derived from the 
angles chosen, thus making this modification a matter of design choice, and well within 
the skill of the ordinary artisan, to determine the optimum results through routine 
experimentation. 

Claim Rejections - 35 USC § 103 

Claim 50 is rejected under 35 U.S.C 103(a) as being unpatentable over Hickley 
(2,697,438). Hickley discloses non-coring hypodermic needle. 

Regarding claim 50, Hickley discloses a needle cannula (Figure 1 ) with a plurality 
of discrete bevels (Figure 3) (10, 8) wherein one of said plurality of discrete bevels is 
located furthest from said point and has a shorter length than any other (8) (Figures 1- 
4). 
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Hickley meets the claim limitations as described above except for the specific 
needle diameters and syringe barrel. 

At the time of the invention it would have been obvious for one of ordinary skill in 
the art to modify Hickley for use with a syringe and to have the diameter ranges chosen 
because of routine experimentation, and further more, it is well known in the art to vary 
needle sizes according to use during treatment. Furthermore, there is no specific 
criticality or unexpected result being derived from the diameters chosen, thus making 
this modification a matter of design choice, and well within the skill of the ordinary 
artisan, to determine the optimum results through routine experimentation. 

Claim Rejections - 35 USC § 103 

Claims 51-57 are rejected under 35 U.S.C 103(a) as being unpatentable over 
Hickley in view of Baldwin et al. (3,071 ,135) or Berke et al. (4,561 ,445). 

Hickley meets the claim limitations as described above except for the additional 
needle bevels and rotational angles. However, Baldwin or Berke et al. teaches different 
beveled needle cannulas. 

Regarding claims 51-57, Baldwin et al. teaches a needle cannula comprising a 
needle (10) with a plurality of planar bevels with different angles relative to the central 
axis, with a primary bevel (1 7), a pair of tip bevels (13), and a pair of middle bevels (12) 
located intermediate to said tip bevel and primary bevel (Figures 1-3). Berke et al. 
teaches a needle cannula with plurality of planar bevels (12, 11, 22. 24, 34, 36) 
extending at different angles relative to said central axis, including primary bevel, pair of 
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tip bevels, and a pair of middle bevels intermediate said primary bevel and said tip 
bevels (Figures 6-11). 

At the time of the invention, it would have been obvious to add the additional 
bevels of Baldwin or Berke et al. in order to further sharpen the needle tip to ease 
insertion. The references are analogous in the art and with the instant Invention; 
therefore, a combination is proper. Therefore, one skilled in the art would have 
combined the teachings in the references in light of the disclosures of Baldwin or Berke 
etal. 

Additionally, the time of the invention it would have been obvious for one of 
ordinary skill in the art to modify the modified Hickley to have the specific angle being 
chosen for either the planar angle or the rotational angle because of routine 
experimentation, and further more, it would have taken only routine skill in the art to 
modify the device Hickley to the angle, size and dimension of the claimed invention. 
Furthermore, there is no specific criticality or unexpected result being derived from the 
angles chosen, thus making this modification a matter of design choice, and well within 
the skill of the ordinary artisan, to determine the optimum results through routine 
experimentation. 

Claim Rejections - 35 USC § 103 

Claims 9-10, 26-27, 36-37, 48-49 and 58-59 are rejected under 35 U.S.C 103(a) 
as being unpatentable over Baldwin et al. (or Berke et al. or Hickley) in view of Hausser 
(5,385,555). Baldwin et al. (or Berke et al. or Hickley) meets the claim limitations as 
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described above except for a needle shield with the specific Shore hardness's as 
claimed. 

However, Hausser teaches a lockable safety shield for a hypodermic syringe. 

Regarding claims 9-10, 26-27, 36-37, 48-49 and 58-59, Hausser teaches a 
needle shield (36) composed of a thermoplastic material (Figures 1-3). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to construct the needle shield of Hausser with the needle shield 
material properties as claimed by Applicant, since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. In re Leshin, 227 F.2d 197, 
125 USPQ 416 (CCPA 1960). 

At the time of the invention, it would have been obvious to use the needle shield 
of Hausser with the needle of Baldwin et al. (or Berke et al. or Hickley) because the 
needle shield aids in user safety and protection against needle sticks. The references 
are analogous in the art and with the instant invention; therefore, a combination is 
proper. Therefore, one skilled in the art would have combined the teachings in the 
references in light of the disclosure of Hausser. 

Response to Arguments 

Applicant's arguments with respect to claims 1-28 and 31-59 have been 
considered but are moot in view of the new ground(s) of rejection. 
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Conclusion 



The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: Saito (5,820.609). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on 7:30am to 4:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infonnation for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





Christopher D. Koharski 
AU 3763 




